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510(k) Summary

Submitted by: Coreleader Biotech Co., Ltd.

19F, No. 100, See. 1, Sintai 5 th Rd., Sijhih Dist., New
Taipei City, Taiwan (R.OC), 22102

Phone: ±886-2-26968880

FAX: +886-2-26968882

Contact Person: Teeming Tsao

Date Prepared: May 25, 2011

Proprietary Name: Coreleader Scar-D Silicone Sheeting

Common Name: Silicone Sheeting

Classification: Unclassified

Classification Name: Elastomer, silicone, for scar management

Predicate Device: BIODERMIS CORP, K003948, EPI-DERM SILICONE

GEL SHEETING
SMITH &NEPHEWUNITED, INC., K93 5803,
CICA-C ARE SILICONE GEL SHEET

Device Description: Coreleader Scar-D silicone sheeting is a thin, soft and

self-adhesive sheet made from medical grade silicone with

a PU FoanVPU non-woven film backing paper and a non-

'Silicone polyester release paper. It is able to hold moisture
with adequate pressure on the scar.

The sheets are rectangular and come in four sizes, 5 cm x 8
cm, 5 cm x 20 cm, 2.5 cm x 100 cm and 5 cm x 100 cm.
They are approximately 0.6 mm thick. The sheet maybe cut
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or trimmed to the desired shape or size prior to placement

on the scar. The sheets Are not for use on an open wound,

are not sterile but can be washed.

Intended Use: Coreleader Scar-D Silicone Sheeting is intended for use in

the management of closed hypertrophic and keloid scars.

Technological Coreleader Scar-D Silicone Sheeting is a thin, soft and

Characteristics: self-adhesive medical grade silicone dressing. It is able to

hold moisture with adequate pressure on the scar.

Properties of silicone have been observed to hydrate scar

tissue, soften it, and therefore aid in reducing the healing

time of scars.
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DEPARTMENT OF HEALTH & HUMAN SERVICES I iblic [Icalil, Service

100V(J i EkipsIh ie A\venue
I)ocimi C:(nTtroh I p~~ -\V06-iGOV9
SiI'r Sjprinu. [%1Di 2'993-P0023

Corclealer lBiotech Co., Ltd.
1/ Mr anl Li
19 F, No. 100, Sec. I. Sintai 5"' Rd., C~

S ij hill Di t.. New m'i pci City
lFaiwvan (R.O.) 22102

Re: Kl11l733
iradle/Deviee Name: Scar-i) Silictone Sheetingz
Regulation Number: 21 CFI( 878.4025
Regulation Name: Silicone sheeting4
ReguLlatorv ClaSS: I
ProdcLIt Code: MDs\
Dated: A ugu'LstI 16, 2011
Received: Auuu'Lst 30, 2011

Dear- Nr. Li:

We have ievi owed VOLt r Sc~t ionl 5 10(1k) premarket not ilBeat ion of intent to market thie de vice
to ferenced above and have determined the device is substantially equivalent (for- the indications
for use stated inl the enclosure1-) to le.,ally marketed predicate devices marketed in interstate
commerce prior to M'ay 28, 1976: the enactment date of the Mledical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug.0
and Cosmetic Act (Act) thalt CIO not1 requIire approval of a premarket approval application (PMIA).
You may, therefore, market the device. Suibject to the general controls provisions of the Act. Tlhe
general controls pro0visions of the Act i ncluLde requirements [or anu-al registration, listing- O f
devices, good mantifacturi ng practice. labeling, and prohibitions against misbranding and
adulteration. Please note: CD RI-I does not evaluate in formation related to contract Iliabili ty
warranties. We reminird yIou. h1o~vver. that device labeling Must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMVA). it
may be Subject to additional controls. Ex isti ng Maj or reCgulation1s afflecting 'o ur device can be
foud inl the CodeC of Federal Regulat ions, Title 2 1, Parts 800 to 898. In add ition, FDA may
putbl ish fbi-the r annoOoucnts concernina your device in the Federal Reister,

P lease be advised that F-DA's issuace of'a substantial eq i- \'alence determination does not mean
that FIDA has made a cleteriinationl that \'otir device compie 1) IS ith other' r-equlirements of the Act
or any Federal statultes and r-el-u.lations administered by other Federal agencies. You Must
Comply with all the Act's reqILlirernenltS. inlu~ding, but nlot limlitedI to: registration and listing (2 1
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CUR Part 807); lablin (21 CUIR Part 80!1); mnedical device eporting (reporinn of medical
ievice-related Ndverse events) (21I C FI 803); good nanu fact tiing piacti cc requirements as set
forth in thle qualiy systems (QS) regulation (21 CUR Part 820); and if applicable, the electronic
product radiation control provisions (Sectionsl 10-42 of the Act): 21 CUR WO00-1l050.

I f you dles i i spec i ie ad vi ce for y'otur de\'ice on otr labeling reguLilation (2 1 CUR Plart 80 I1). please
go to http://w;%vw. m l~ov/A bowtFDA/CentersOflices/C D RI-l/CL Itl-lomces/ticni 1I5809.1-tn Gb
the Center for Devices and Radiological Health's (CD RI-'s 0 Wee of Compliance. AlIso, please
note the regulaion entitled, 'N'isbrnd ing by reference to pi-e nnrke t nt ifici on" (21 CF R Part
807.97). For questions regardling the reporting of ad verse events Linder the AAEDR regutkIaion (2 1
CIT Part 803), please go to
httr)://vvw.fda.uo v/NI edicallDevices/Sa ftv/Repor-tal~iobl eml/citil t. hitm for the CD RI-f's Off-ce
of SuLrveillance and Bi ometri cs/D iv\ision of Postmuarket Surveillan1ce.

You may obtaini other gecneral information on your respo nsi biIi tics under the Act lron the
Diviion of Small Manufacturers, International and Consumer Assistance at its toll-flee number-
(800) 638-204 1 or (301) 796-7100 or at its Internet address

Sincerely yours-

M/ark N. M/elkerson
Director
Division of Surgical. Orthopedic

and Restorative Devices
Offie of Device E a ation
Center Flor Devices and

Radiological HeIalth

E nclosure
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Indications for Use Statement

5 10(k) Number (if known):KI 11733

Device Name: Coreleader Scar-D Silicone Sheeting

Indications for Use:

Coreleader Scar-D Silicone Sheeting is intended for use:

* for the management of closed hypertrophic and keloid scars.

Prescription Use ____ AND/OR Over-The-Counter Use X

(Part 21 CERSO01 Subpart D) (21 CFR 8OI SubpartC)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concuare e of CDRII, Office of Device Evaluation (ODE)

Division Of SurgIcaI, Orh Pae o
and Restorative Devices I,4-2
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